03/30/2004 15:16 FAX 612 288 9696 FISH & RICHARDSON PC PA Ig] 0 



Applicant : George G.Klee 

Serial No. : 09/853,867 

Filed : May 11, 2001 

Page : 3 of 12 



Attorney's Docket No.:. 07039-214001 / Diagnostic 
J Quality Control 



! : 
i 

Amendments to the Claims : ! 
This listing of claims replaces all prior Versions and listings of claims in the application: 

t 

! 

Listin g of Claims : 



1 . (Currently amended) A method for calibrating a clinical laboratory analytical 
instrument, comprising: 

generating control pool data from a commutal)le control p6ol, wherein the control 
pools hav e pool has target analyte values: for an assay; 

generating patient specinuai data from a distribution of tesjt values for the target 
analyte from patient specimens; 

determining tolerance limits from the control pool data and the patient specimen 

data; and ! 

adjusting the calibration of the instrument with respect to jhe tolerance limits. 



2. (Original) The method of claim 1 , further comprising 
the patient specimen data prior to determination of the tolerance limits. ! 



reducing variation in 



3. (Currently amended) The: method of claim 1 , further con: prising tracking fee a 
normalized distribution of the patient specirhen data prior to detenninatitin of the tolerance 
limits. 



4. (Currently amended) The method of claim 2, further comprising tracking the a 
normalized distribution the patient specimen data prior to determination j^f the tolerance limits. 
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5 . (Original) The method of claim 1 , wherein the toleran 
least one of warning limits and action limits. 
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;e limits comprise at 



6. (Original) The method of claim 1 , wherein the adjusting step comprises 
generating a calibration control signal. 

7. (Currently amended) A method for calibrating a clinical ljaboratory instrument, 

comprising: 

(a) generating a serum control rule by: 

(i) providing a control pool that is commutable with patient specimen 
data for a particular target analyte used in an assay, and 

(ii) determining traceable target analyte valuesl for the control pool; 

(b) generating a patient distribution index by: 

(i) reducing variation in a patient distribution,] and 

(ii) tracking normalized patient test values for the target analyte: 

(c) determining tolerance limits for the maximum allowable Variation of the serum 
control rule and the patient distribution index; . j 

(d) comparing the patient distribution index and the serum control rule to detect a 
bias with respect to the tolerance limits; ;ind ! 

(e) adjusting the calibration of the analytical instrument to modify the bias. 



8. (Currently amended) A computer readable medium encolded with a computer 
program, the program being arranged such that, when the program is exdcuted, a computer 
performs tho flcto of acts comprising : 1 

generating control pool data from a commutable control jiool, wherein the control 
pools hov e pool has target analyte values for an assay; 

generating patient specimen data from a distribution of test values for the target 
analyte from patient specimens; 
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data;, and 



determining tolerance limits from the control pool data and the patient specimen 



adjusting the calibration of the an instrument with respect to the tolerance limits. 



9. (Currently amended) The program computer readable medium of claim 8, 
wherein said acts further comprising comprise: 1 

reducing variation in the patient specimen data prior to determination of the tolerance 

limits. 

1 0. (Currently amended) The program computer readable medium of claim 8, 
wherein said acts further c omprising comprise: 



tracking fee a normalized distribution of the patient specimen data 
of the tolerance limits. 



prior to determination 



11. (Currently amended) The pro prom computer readable mec ium of claim iQ 9. 
wherein said acts further comprising comprise: 



tracking the a normalized distribution of the patient specimen data 
of the tolerance limits. 



prior to determination 



12. (Currently amended) The propram computer readable medium of claim 8, 
wherein the tolerance limits comprise at least one of warning limits and acftioii limits. 

13. (Currently amended) The program computer readable medium of claim 8, 
wherein fee adjusting step comprises generating ef a calibration control sijpial. 



14. (Currently amended) The program computer readable medium of claim 8, 
wherein said acts further comprising comprise: 

generating an advisory with the a calibration control signal. 
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1 5, (Currently .amended) The program computer readable medium of claim 8, 
wherein said acts further comprising comprise: 



determining the efficacy of adjusting the calibration adjustment pfocoduro with respect to 
the tolerance limits, 

16. (Currently amended) The: progr - ara computer readable meidium of claim 1 5 f 
wherein determining the efficacy th e d e termination comprises calculating the a residual RMS 
error with roopoot to tho toleranoo Iimito . 



1 7, (Currently amended) A chemical analyzer comprising a processor responsive to a. 
computer program, the program being arranged such that, when the progtjam is executed, the 
processor performs th e aots of: acts comprising: 

generating control pool data from a commutable control pool, wherein the control 
pools have pool has target analyte values for an assay, 

generating patient specimen data from a.distribution of test values for the target 
analvte from patient specimens; 

determining tolerance limits from the control pool data and the patient specimen 
data; and .* . ■ • 

adjusting the calibration offte an instrument with respect to the tolerance limits. 



1 8. (Currently amended) The analyzer of claim 1 7, said acts further comprising: 
reducing variation in the patient specimen data prior to determination of the tolerance 



limits. 



1 9. (Currently amended) The analyzer of claim 17 said adts further comprising: 
tracking the a normalized distribution of the patient specimen data prior to determination 
of the tolerance limits. 
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20. (Currently amended) The analyzer of claim 18 49, said ac ts iurther comprising; 



tracking the a normalized distribution of the patient specimen dati 
of the tolerance limits. 



prior to determination 



2 1 . (Original) The analyzer of claim 1 7, wherein the tolerkice limits comprise at 
least one of warning limits and action limits. 

22. (Currently amended) The analyzer of claim 17, wherein tfee adjusting the 
calibration step comprises generating ef a calibration control signal. 



23 . (Currently amended) The analyzer of claim 22 44, fiirtheif comprising generating 

i 

an advisory with the calibration control si gnal. 

24. (Original) The analyzer of claim 1 7, further comprising determining the 
efficacy of the calibration adjustment procedure with respect to the tolerahce limits. 



25. (Currently amended) The analyzer of claim 24, wherein t i e det e rmination 
determining the efficacy comprises calculating fee a residual RMS error With rospoot to tho 
toleranc e limit s. 



26. (Currently amended) A clinical analytical instrumentation 
central computer and a network of chemical analyzers, wherein at least one 
computer arid the analyzers comprise a processor responsive to a computer 
being arranged such that, when the program is executed, the processor perfc 
comprising: 

generating control pool data from a commutable control pool, wherein the control 
pools hav e pool has target analyte values for an assay; 



system, comprising a 
of the central 
program, the program 
brms the acts of: acts 



PAGE 12/17* RCVD AT 3/30/2004 4:17:20 PM [Eastern Standard Time]* SVR:USPTO-EFXRF-1/25 * DNIS: 2731 266* CSID:6 12 288 9696* DURATION (mm-ss):05-58 



03/30/2004 15:17 FAX 612 288 9696 



FISH & RICHARDSON PC PA 



@013 



Applicant : George G.Klee 

Serial No. : 09/853,867 

Filed : May 11, 2001 

Page : 8 of 12 



• i 

Attorney's Docket No.:l 07039-214001 / Diagnostic 

Quality Control 



. generating patient specimen data from a distribution. of tes : values for the target 
analvte from patient specimens; 

determining tolerance limits from the control pool data and the patient specimen 

data; and 

adjusting the calibration of a chemical analyzer th o inctrunji ent with respect to the 
tolerance limits. j 

27. (Currently amended) A method for analyzing data in an analytical laboratory, 
wherein the laboratory comprises a central computer networked with at Wast one chemical 
analyzer, the method comprising: 

transferring assay data from the analyzers to the central computer, wherein a 
processor in the central computer: 

generates control pool data from a coirlmutable corltrol pool, wherein the 
control pools have pool has target analyte values for an assay; 

generates patient specimen data from a distribution of test values for the 
target analvte from patient specimens; j 

determines tolerance limits from the control pool dlata and the patient 

specimen data; and , 

adjusts the calibration of at least one chemical analyzer with respect to the 

tolerance limits, ' 

28. (Currently amended) A m ethod for calibrating a clinical laboratory analytical 
instrument, comprising: 

generating a serum control rule from a commutable contrcll pool, wherein the 
control poolo hav e pool has target analyte values for an assay; 

generating a patient distribution index, from patient specimens; 

determining tolerance limi ts from the serum control pool snd the patient 
distribution index; and 
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adjusting the calibration of the instrument with respect to tie tolerance limits. 

29. (New) The method of claim 1, wherein said control pool nas at least one target 
analyte with corresponding target analyte values for an assay, and wherein patient specimen data 
is generated from a distribution of test values for each matching analyte. j 

30. (New) The method of claim 29, further comprising tracking a normalized 
distribution of the patient specimen data for each analyte prior to determiifiation of the tolerance 
limits. i 
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